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2. The thorium content in the nickel-thoria alloy does not exceed 4 percent by weight.
d. The exemptions in 39.4(2) do not authorize the manufacture of any of the products described.
e. The requirements specified in 39.4(2)“c” (5)“2” and “3” need not be met by counterweights

manufactured prior to December 31, 1969, provided that such counterweights are impressed with the
legend, “CAUTION—RADIOACTIVE MATERIAL—URANIUM,” as previously required by the
rules.

39.4(3) Radioactive material other than source material.
a. Exempt concentrations.
(1) Except as provided in 39.4(3)“a” (2), any person is exempt from this chapter to the extent that

such person receives, possesses, uses, transfers, owns or acquires products containing radioactive ma-
terial introduced in concentrations not in excess of those listed in Appendix A of this chapter.

(2) No person may introduce radioactive material into a product or material knowing or having
reason to believe that it will be transferred to persons exempt under 39.4(3)“a” (1) or equivalent regu-
lations of the U.S. Nuclear Regulatory Commission, any agreement state or licensing state, except in
accordance with a specific license issued pursuant to 39.4(29) or the general license provided in
39.4(90).

(3) An exemption is granted to persons who receive, possess, use, process, transfer, distribute, and
dispose of materials containing or contaminated at concentrations less than 20 picocuries per gram of
radium.

b. Exempt quantities.
(1) Except as provided in 39.4(3)“b” (3) and (4), any person is exempt from these rules to the ex-

tent that such person receives, possesses, uses, transfers, owns, or acquires radioactive material in indi-
vidual quantities, each of which does not exceed the applicable quantity set forth in Appendix B of this
chapter.

(2) Any person who possesses radioactive material received or acquired under the general license
issued for manufacture of devices and equipment under special license from NRC is exempt from the
requirements for a license set forth in this chapter to the extent that such person possesses, uses, trans-
fers or owns such radioactive material.  Such exemption does not apply for radium-226.

(3) This paragraph (39.4(3)“b” ) does not authorize the production, packaging or repackaging of
radioactive material for purposes of commercial distribution, or the incorporation of radioactive mate-
rial into products intended for commercial distribution.

(4) No person may, for purposes of commercial distribution, transfer radioactive material in the
individual quantities set forth in Appendix B of this chapter, knowing or having reason to believe that
such quantities of radioactive material will be transferred to persons exempt under 39.4(3) or equiva-
lent regulations of the U.S. Nuclear Regulatory Commission, any agreement state or licensing state,
except in accordance with a specific license issued by the U.S. Nuclear Regulatory Commission pur-
suant to Section 32.18 of 10 CFR 32 or by the agency pursuant to 39.4(29)“b,”  which license states that
the radioactive material may be transferred by the licensee to persons exempt under 39.4(3)“b”  or the
equivalent regulations of the U.S. Nuclear Regulatory Commission, an agreement state, or licensing
state.  Authority to transfer possession or control by the manufacturer, processor, or producer of any
equipment, device, commodity, or other product containing by-product material whose subsequent
possession, use, transfer, and disposal by all other persons are exempted from regulatory requirements
may be obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.
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c. Exempt items.
(1) Certain items containing radioactive material.  Except for persons who apply radioactive ma-

terial to, or persons who incorporate radioactive material into, the following products, any person is
exempt from these rules to the extent that the person receives, possesses, uses, transfers, owns, or ac-
quires the following products:

1. Timepieces or hands or dials containing not more than the following specified quantities of
radioactive material and not exceeding the following specified radiation dose rate:

� 25 millicuries (925 MBq) of tritium per timepiece;
� 5 millicuries (185 MBq) of tritium per hand;
� 15 millicuries (555 MBq) of tritium per dial (bezels when used shall be considered as part of the

dial);
� 100 microcuries (3.7 MBq) of promethium-147 per watch or 200 microcuries (7.4 MBq) of pro-

methium-147 per any other timepiece;
� 20 microcuries (0.74 MBq) of promethium-147 per watch hand or 40 microcuries (1.48 MBq) of

promethium-147 per other timepiece hand;
� 60 microcuries (2.22 MBq) of promethium-147 per watch dial or 120 microcuries (4.44 MBq) of

promethium-147 per other timepiece dial (bezels when used shall be considered as part of the dial).
2. The radiation dose rate from hands and dials containing promethium-147 will not exceed,

when measured through 50 milligrams per square centimeter of absorber:
� For wrist watches, 0.1 millirad (1 �Gy) per hour at 10 centimeters from any surface.
� For pocket watches, 0.1 millirad (1 �Gy) per hour at 1 centimeter from any surface.
� For any other timepiece, 0.2 millirad (2 �Gy) per hour at 10 centimeters from any surface.
� One microcurie (37 kBq) of radium-226 per timepiece in timepieces acquired prior to the effec-

tive date of this rule.
3. Lock illuminators containing not more than 15 millicuries (555 MBq) of tritium or not more

than 2 millicuries (74 MBq) of promethium-147 installed in automobile locks.  The radiation dose rate
from each lock illuminator containing promethium-147 will not exceed 1 millirad (10 �Gy) per hour at
1 centimeter from any surface when measured through 50 milligrams per square centimeter of absorb-
er.

4. Precision balances containing not more than 1 millicurie (37 MBq) of tritium per balance or
not more than 0.5 millicurie (18.5 MBq) of tritium per balance part.

5. Automobile shift quadrants containing not more than 25 millicuries (925 MBq) of tritium.
6. Marine compasses containing not more than 750 millicuries (27.8 GBq) of tritium gas and oth-

er marine navigational instruments containing not more than 250 millicuries (9.25 GBq) of tritium gas.
7. Thermostat dials and pointers containing not more than 25 millicuries (925 MBq) of tritium

per thermostat.
8. Electron tubes, provided that each tube does not contain more than one of the following speci-

fied quantities of radioactive material:
� 150 millicuries (5.55 GBq) of tritium per microwave receiver protector tube or 10 millicuries

(370 MBq) of tritium per any other electron tube;
� 1 microcurie (37 kBq) of cobalt-60;
� 5 microcuries (185 kBq) of nickel-63;
� 30 microcuries (1.11 MBq) of krypton-85;
� 5 microcuries (185 kBq) of cesium-137; and
� 30 microcuries (1.11 MBq) of promethium-147.
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And provided further, that the radiation dose rate from each electron tube containing radioactive mate-
rial will not exceed 1 millirad (10 �Gy) per hour at 1 centimeter from any surface when measured
through 7 milligrams per square centimeter of absorber.  For purposes of 39.4(3)“c” (1)“8,” “electron
tubes” include spark gap tubes, power tubes, gas tubes including glow lamps, receiving tubes, micro-
wave tubes, indicator tubes, pick-up tubes, radiation detection tubes, and any other completely sealed
tube that is designed to conduct or control electrical currents.

9. Ionizing radiation measuring or detection devices containing one or more sources of radioac-
tive material, provided that:

� Each source contains no more than one exempt quantity set forth in Appendix B of this chapter;
� Each device contains no more than ten exempt quantities.  For purposes of this requirement, a

device’s source(s) may contain either one or different types of radionuclides and an individual exempt
quantity may be composed of fractional parts of one or more of the exempt quantities in Appendix B of
this chapter, provided that the sum of such fractions shall not exceed unity; or

� For americium-241, 0.05 microcurie (1.85 kBq) is considered an exempt quantity under
39.4(3)“c” (1)“9.”

10. Spark gap irradiators containing not more than 1 microcurie (37 kBq) of cobalt-60 per spark
gap irradiator for use in electrically ignited fuel oil burners having a firing rate of at least 3 gallons
(11.4 l) per hour.

(2) Self-luminous products containing radioactive material.
1. Tritium, krypton-85, or promethium-147.  Except for persons who manufacture, process, or

produce self-luminous products containing tritium, krypton-85, or promethium-147, any person is ex-
empt from these rules to the extent that such person receives, possesses, uses, transfers, owns, or ac-
quires tritium, krypton-85 or promethium-147 in self-luminous products manufactured, processed,
produced, imported, or transferred in accordance with a specific license issued by the U.S. Nuclear
Regulatory Commission pursuant to Section 32.22 of 10 CFR Part 32, which license authorizes the
transfer of the product to persons who are exempt from regulatory requirements.  The exemption in
39.4(3)“c” (2) does not apply to tritium, krypton-85, or promethium-147 used in products primarily for
frivolous purposes or in toys or adornments.

2. Radium-226.  Any person is exempt from these rules to the extent that such person receives,
possesses, uses, transfers, or owns articles containing less than 0.1 microcurie (3.7 kBq) of radium-226
which were acquired prior to the effective date of these rules.

(3) Gas and aerosol detectors containing radioactive material.
1. Except for persons who manufacture, process, or produce gas and aerosol detectors containing

radioactive material, any person is exempt from 641—Chapters 38, 39, 40, and 41 to the extent that
such person receives, possesses, uses, transfers, owns, or acquires radioactive material in gas and aero-
sol detectors designed to protect life or property from fires and airborne hazards, provided that detec-
tors containing radioactive material shall have been manufactured, imported, or transferred in accor-
dance with a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to Section
32.27 of 10 CFR Part 32; or a licensing state pursuant to 39.4(29)“c,” which authorizes the transfer of
the detectors to persons who are exempt from regulatory requirements.

2. Gas and aerosol detectors previously manufactured and distributed to general licensees in ac-
cordance with a specific license issued by an agreement state shall be considered exempt under
39.4(3)“c” (3)“1,” provided that the device is labeled in accordance with the specific license authoriz-
ing distribution of the generally licensed device, and provided further that they meet the requirements
of 39.4(29)“c.”
IAC 4/8/98
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3. Gas and aerosol detectors containing NARM previously manufactured and distributed in ac-
cordance with a specific license issued by a licensing state shall be considered exempt under
39.4(3)“c” (3)“1,” provided that the device is labeled in accordance with the specific license authoriz-
ing distribution, and provided further that they meet the requirements of 39.4(29)“c.”

(4) Resins containing scandium-46 and designed for sand consolidation in oil wells.  Any person
is exempt from these rules to the extent that such person receives, possesses, uses, transfers, owns or
acquires synthetic plastic resins containing scandium-46 which are designed for sand consolidation in
oil wells.  Such resins shall have been manufactured or imported in accordance with a specific license
issued by the U.S. Nuclear Regulatory Commission, or shall have been manufactured in accordance
with the specifications contained in a specific license issued by the agency or any agreement state to the
manufacturer of such resins pursuant to licensing requirements equivalent to those in Sections 32.16
and 32.17 of 10 CFR Part 32 of the regulations of the U.S. Nuclear Regulatory Commission.  This ex-
emption does not authorize the manufacture of any resins containing scandium-46.

39.4(4) to 39.4(19) Reserved.
39.4(20)  Types of licenses.  There are two types of licenses for radioactive materials:  general and

specific.
a. General licenses provided in this chapter are effective without the filing of applications with

the agency or the issuance of licensing documents to the particular persons, although the filing of a
certificate with the agency may be required by the particular general license.  The general licensee is
subject to all other applicable portions of these rules and any limitations of the general license.

b. Specific licenses require the submission of an application to the agency and the issuance of a
licensing document by the agency.  The licensee is subject to all applicable portions of these rules as
well as any limitations specified in the licensing document.

c. The applicant must have a permanent office located in Iowa that has a telephone, employee and
equipment, and storage for records regarding the equipment and operator certification.

d. All licensees and registrants must submit the appropriate fee in 641—subrule 38.8(2).
39.4(21)  General licenses—source material.
a. A general license is hereby issued authorizing commercial and industrial firms, research, edu-

cational and medical institutions, and state and local government agencies to use and transfer not more
than 15 pounds (6.82 kg) of source material at any one time for research, development, educational,
commercial, or operational purposes.  A person authorized to use or transfer source material, pursuant
to this general license, may not receive more than a total of 150 pounds (68.2 kg) of source material in
any one calendar year.

b. Persons who receive, possess, use, or transfer source material pursuant to the general license
issued in 39.4(21)“a”  are exempt from the provisions of 641—Chapter 40 to the extent that such re-
ceipt, possession, use, or transfer is within the terms of such general license; provided, however, that
this exemption shall not be deemed to apply to any such person who is also in possession of source
material under a specific license issued pursuant to this chapter.

c. Persons who receive, possess, use, or transfer source material pursuant to the general license in
39.4(21)“a”  are prohibited from administering source material, or the radiation therefrom, either ex-
ternally or internally, to human beings except as may be authorized by the agency in a specific license.

d. A general license is hereby issued authorizing the receipt of title to source material without
regard to quantity.  This general license does not authorize any person to receive, possess, use, or trans-
fer source material.
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e. Depleted uranium in industrial products and devices.
(1) A general license is hereby issued to receive, acquire, possess, use, or transfer, in accordance

with the provisions of 39.4(21)“e” (2), (3), (4), and (5), depleted uranium contained in industrial prod-
ucts or devices for the purpose of providing a concentrated mass in a small volume of the product or
device.

(2) The general license in 39.4(21)“e” (1) applies only to industrial products or devices which
have been manufactured either in accordance with a specific license issued to the manufacturer of the
products or devices pursuant to 39.4(29)“m”  or in accordance with a specific license issued to the
manufacturer by the U.S. Nuclear Regulatory Commission or an agreement state which authorizes
manufacture of the products or devices for distribution to persons generally licensed by the U.S. Nu-
clear Regulatory Commission or an agreement state.

(3) 1.  Persons who receive, acquire, possess, or use depleted uranium pursuant to the general li-
cense established by 39.4(21)“e” (1) shall file Agency Form “Registration Certificate—Use of De-
pleted Uranium Under General License” with the agency.  The form shall be submitted within 30 days
after the first receipt or acquisition of such depleted uranium.  The general licensee shall furnish on the
Agency Form “Registration Certificate—Use of Depleted Uranium Under a General License” the fol-
lowing information and such other information as may be required by that form:

� Name and address of the general licensee;
� A statement that the general licensee has developed and will maintain procedures designed to

establish physical control over the depleted uranium described in 39.4(21)“e” (1) and designed to pre-
vent transfer of such depleted uranium in any form, including metal scrap, to persons not authorized to
receive the depleted uranium; and

� Name and title, address, and telephone number of the individual duly authorized to act for and on
behalf of the general licensee in supervising the procedures identified in 39.4(21)“e” (3)“1.”

2. The general licensee possessing or using depleted uranium under the general license estab-
lished by 39.4(21)“e” (1) shall report in writing to the agency any changes in information furnished by
the general licensee in Agency Form “Registration Certificate—Use of Depleted Uranium Under Gen-
eral License.”  The report shall be submitted within 30 days after the effective date of such change.

(4) A person who receives, acquires, possesses, or uses depleted uranium pursuant to the general
license established by 39.4(21)“e” (1):

1. Shall not introduce such depleted uranium, in any form, into a chemical, physical, or metallur-
gical treatment or process, except a treatment or process for repair or restoration of any plating or other
covering of the depleted uranium;

2. Shall not abandon such depleted uranium;
3. Shall transfer or dispose of such depleted uranium only by transfer in accordance with the pro-

visions of 39.4(41).  In the case where the transferee receives the depleted uranium pursuant to the
general license established by 39.4(21)“e” (1), the transferor shall furnish the transferee a copy of
641—Chapter 39 and a copy of Agency Form “Registration Certificate—Use of Depleted Uranium
Under General License.”  In the case where the transferee receives the depleted uranium pursuant to a
general license contained in the U.S. Nuclear Regulatory Commission’s or agreement state’s regula-
tion equivalent to 39.4(21)“e” (1), the transferor shall furnish the transferee a copy of 641—Chapter 39
and a copy of the Agency Form “Registration Certificate—Use of Depleted Uranium Under General
License” accompanied by a note explaining that use of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or agreement state under requirements substantially the same as
those in 641—Chapters 38, 39, 40, 41 and 45;
IAC 8/5/92, 4/8/98
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4. Within 30 days of any transfer, shall report in writing to the agency the name and address of the
person receiving the depleted uranium pursuant to such transfer; and

5. Shall not export such depleted uranium except in accordance with a license issued by the U.S.
Nuclear Regulatory Commission pursuant to 10 CFR Part 110.

(5) Any person receiving, acquiring, possessing, using, or transferring depleted uranium pursuant
to the general license established by 39.4(21)“e” (1) is exempt from the requirements of 641—Chapter
40 with respect to the depleted uranium covered by that general license.

39.4(22)   General licenses—radioactive material other than source material.  (Note:  Different
general licenses are issued in this subrule, each of which has its own specific conditions and require-
ments.)

a. Certain devices and equipment.  A general license is hereby issued to transfer, receive, acquire,
own, possess, and use radioactive material incorporated in the following devices or equipment which
have been manufactured, tested and labeled by the manufacturer in accordance with a specific license
issued to the manufacturer by the U.S. Nuclear Regulatory Commission for use pursuant to Section
31.3 of 10 CFR Part 31.  This general license is subject to the provisions of 641—38.4(136C) to
641—38.5(136C), 39.4(3)“a” (2), 39.4(32), 39.4(41), 39.4(51), 641—39.5(136C), and 641—Chapter
40.  Attention is directed particularly to the provisions of 641—Chapter 40, which relate to the labeling
of containers.

(1) Static elimination device.  Devices designed for use as static eliminators which contain, as a
sealed source or sources, radioactive material consisting of a total of not more than 500 microcuries
(18.5 MBq) of polonium-210 per device.

(2) Ion generating tube.  Devices designed for ionization of air which contain, as a sealed source or
sources, radioactive material consisting of a total of not more than 500 microcuries (18.5 MBq) of po-
lonium-210 per device or a total of not more than 50 millicuries (1.85 GBq) of hydrogen-3 (tritium) per
device.

b. Reserved.
c. Reserved.
d. Certain measuring, gauging or controlling devices.
(1) A general license is hereby issued to commercial and industrial firms and to research, educa-

tional and medical institutions, individuals in the conduct of their business, and state or local govern-
ment agencies to own, receive, acquire, possess, use or transfer, in accordance with the provisions of
39.4(22)“d” (2), (3), and (4), radioactive material, excluding special nuclear material, contained in de-
vices designed and manufactured for the purpose of detecting, measuring, gauging or controlling
thickness, density, level, interface location, radiation, leakage, or qualitative or quantitative chemical
composition, or for producing light or an ionized atmosphere.

(2) The general license in 39.4(22)“d” (1) applies only to radioactive material contained in de-
vices which have been manufactured and labeled in accordance with the specifications contained in a
specific license issued by the agency pursuant to 39.4(29)“d”  or in accordance with the specifications
contained in a specific license issued by the U.S. Nuclear Regulatory Commission, an agreement state
or a licensing state, which authorizes distribution of devices to persons generally licensed by the U.S.
Nuclear Regulatory Commission, an agreement state or a licensing state.  Regulations under the Feder-
al Food, Drug, and Cosmetic Act authorizing the use of radioactive control devices in food production
require certain additional labeling thereon which is found in 21 CFR 179.21.
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(3) Any person who owns, receives, acquires, possesses, uses, or transfers radioactive material in
a device pursuant to the general license in 39.4(22)“d” (1):

1. Shall ensure that all labels affixed to the device at the time of receipt, and bearing a statement
that removal of the label is prohibited, are maintained thereon and shall comply with all instructions
and precautions provided by such labels;

2. Shall ensure that the device is tested for leakage of radioactive material and proper operation of
the “on-off” mechanism and indicator, if any, at no longer than six-month intervals or at such other
intervals as are specified in the label; however, devices containing only krypton need not be tested for
leakage of radioactive material, and devices containing only tritium or not more than 100 microcuries
(3.7 MBq) of other beta/gamma-emitting material or 10 microcuries (0.37 MBq) of alpha-emitting ma-
terial, and devices held in storage in the original shipping container prior to initial installation need not
be tested for any purpose;

3. Shall ensure that other testing, installation, servicing, and removal from installation involving
the radioactive material, its shielding or containment, are performed in accordance with the instruc-
tions provided by the labels, or by a person holding an applicable specific license from the agency, the
U.S. Nuclear Regulatory Commission, an agreement state or a licensing state to perform such activi-
ties;

4. Shall maintain records showing compliance with the requirements of 39.4(22)“d” (3)“2” and
“3.”  The records shall show the results of tests.  The records also shall show the dates of performance
of, and the names of persons performing, testing, installation, servicing, and removal from installation
concerning the radioactive material, its shielding or containment.  Records of tests for leakage of radio-
active material required by 39.4(22)“d” (3)“2” shall be maintained for one year after the next required
leak test is performed or until the sealed source is transferred or disposed of.  Records of tests of the
“on-off” mechanism and indicator required by 39.4(22)“d” (3)“2” shall be maintained for one year
after the next required test of the “on-off” mechanism and indicator is performed or until the sealed
source is transferred or disposed of.  Records which are required by 39.4(22)“d” (3)“3” shall be main-
tained for a period of two years from the date of the recorded event or until the device is transferred or
disposed of;

5. Upon the occurrence of a failure of or damage to, or any indication of a possible failure of or
damage to, the shielding of the radioactive material or the “on-off” mechanism or indicator, or upon the
detection of 0.005 microcurie (185 Bq) or more removable radioactive material, shall immediately
suspend operation of the device until it has been repaired by the manufacturer or other person holding
an applicable specific license from the agency, the U.S. Nuclear Regulatory Commission, an agree-
ment state or a licensing state to repair such devices, or disposed of by transfer to a person authorized by
an applicable specific license to receive the radioactive material contained in the device and, within 30
days, furnish to the agency a report containing a brief description of the event and the remedial action
taken;

6. Shall not abandon the device containing radioactive material;
7. Except as provided in 39.4(22)“d” (3)“8,” shall transfer or dispose of the device containing

radioactive material only by transfer to a specific licensee of the agency, the U.S. Nuclear Regulatory
Commission, an agreement state or a licensing state whose specific license authorizes the person to
receive the device and, within 30 days after transfer of a device to a specific licensee, shall furnish to the
agency a report containing identification of the device by manufacturer’s name and model number and
the name and address of the person receiving the device.  No report is required if the device is trans-
ferred to the specific licensee in order to obtain a replacement device;
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8. Shall transfer the device to another general licensee only:
� Where the device remains in use at a particular location.  In such case the transferor shall give the

transferee a copy of this regulation and any safety documents identified in the label on the device and,
within 30 days of the transfer, report to the agency the manufacturer’s name and model number of the
device transferred, the name and address of the transferee, and the name and position of an individual
who may constitute a point of contact between the agency and the transferee; or

� Where the device is held in storage in the original shipping container at its intended location of
use prior to initial use by a general licensee; and

9. Shall comply with the provisions of 641—40.95(136C) and 40.96(136C) for reporting radi-
ation incidents, theft, or loss of licensed material, but shall be exempt from the other requirements of
641—Chapter 40.

(4) The general license in 39.4(22)“d” (1) does not authorize the manufacture of devices contain-
ing radioactive material.

(5) The general license provided in 39.4(22)“d” (1) is subject to the provisions of
641—38.4(136C) to 641—38.5(136C), 39.4(32), 39.4(41), 39.4(51), and 641—39.5(136C).

e. Luminous safety devices for aircraft.
(1) A general license is hereby issued to own, receive, acquire, possess, and use tritium or prome-

thium-147 contained in luminous safety devices for use in aircraft, provided:
1. Each device contains not more than 10 curies (370 GBq) of tritium or 300 millicuries (11.1

GBq) of promethium-147; and
2. Each device has been manufactured, assembled or imported in accordance with a specific li-

cense issued by the U.S. Nuclear Regulatory Commission, or each device has been manufactured or
assembled in accordance with the specifications contained in a specific license issued by the agency or
any agreement state to the manufacturer or assembler of such device pursuant to licensing require-
ments equivalent to those in Section 32.53 of 10 CFR Part 32.

(2) Persons who own, receive, acquire, possess, or use luminous safety devices pursuant to the
general license in 39.4(22)“e” (1) are exempt from the requirements of 641—Chapter 40 except that
they shall comply with the provisions of 641—40.95(136C) and 40.96(136C).

(3) This general license does not authorize the manufacture, assembly, or repair of luminous safe-
ty devices containing tritium or promethium-147.

(4) This general license does not authorize the ownership, receipt, acquisition, possession or use
of promethium-147 contained in instrument dials.

(5) This general license is subject to the provisions of 641—38.4(136C) to 641—38.5(136C),
39.4(32), 39.4(41), 39.4(51), and 641—39.5(136C).

f. Ownership of radioactive material.  A general license is hereby issued to own radioactive ma-
terial without regard to quantity.  Notwithstanding any other provisions of this chapter, this general
license does not authorize the manufacture, production, transfer, receipt, possession or use of radioac-
tive material.

g. Calibration and reference sources.
(1) A general license is hereby issued to those persons listed below to own, receive, acquire, pos-

sess, use, and transfer, in accordance with the provisions of 39.4(22)“g” (4) and (5), americium-241 in
the form of calibration or reference sources:

1. Any person who holds a specific license issued by the agency which authorizes the person to
receive, possess, use, and transfer radioactive material; and

2. Any person who holds a specific license issued by the U.S. Nuclear Regulatory Commission
which authorizes the person to receive, possess, use, and transfer special nuclear material.
IAC 8/3/94, 4/8/98
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(2) A general license is hereby issued to own, receive, possess, use, and transfer plutonium in the
form of calibration or reference sources in accordance with the provisions of 39.4(22)“g” (4) and (5) to
any person who holds a specific license issued by the agency which authorizes the person to receive,
possess, use, and transfer radioactive material.

(3) A general license is hereby issued to own, receive, possess, use, and transfer radium-226 in the
form of calibration or reference sources in accordance with the provisions of 39.4(22)“g” (4) and (5) to
any person who holds a specific license issued by the agency which authorizes the person to receive,
possess, use, and transfer radioactive material.

(4) The general licenses in 39.4(22)“g” (1), (2), and (3) apply only to calibration or reference
sources which have been manufactured in accordance with the specifications contained in a specific
license issued to the manufacturer or importer of the sources by the U.S. Nuclear Regulatory Commis-
sion pursuant to Section 32.57 of 10 CFR Part 32 or Section 70.39 of 10 CFR Part 70 or which have
been manufactured in accordance with the specifications contained in a specific license issued to the
manufacturer by the agency, any agreement state or licensing state pursuant to licensing requirements
equivalent to those contained in Section 32.57 of 10 CFR Part 32 or Section 70.39 of 10 CFR Part 70.

(5) The general licenses provided in 39.4(22)“g” (1), (2), and (3) are subject to the provisions of
641—38.4(136C) to 641—38.5(136C), 39.4(32), 39.4(41), 39.4(51), 641—39.5(136C), and
641—Chapter 40.  In addition, persons who own, receive, acquire, possess, use, or transfer one or more
calibration or reference sources pursuant to these general licenses:

1. Shall not possess at any one time, at any one location of storage or use, more than 5 microcuries
(185 kBq) of americium-241, 5 microcuries (185 kBq) of plutonium, or 5 microcuries (185 kBq) of
radium-226 in such sources;

2. Shall not receive, possess, use, or transfer such source unless the source, or the storage contain-
er, bears a label which includes one of the following statements, as appropriate, or a substantially simi-
lar statement which contains the information called for in one of the following statements, as appropri-
ate:

� The receipt, possession, use and transfer of this source, Model _______, Serial No. _______, are
subject to a general license and the regulations of the U.S. Nuclear Regulatory Commission or of a state
with which the Commission has entered into an agreement for the exercise of regulatory authority.  Do
not remove this label.

CAUTION—RADIOACTIVE MATERIAL—THIS SOURCE CONTAINS (AMERICIUM-241).
(PLUTONIUM) (showing only the name of the appropriate material) DO NOT TOUCH

RADIOACTIVE PORTION OF THIS SOURCE.
______________________

Name of manufacturer or importer
OR

� The receipt, possession, use and transfer of this source, Model _______, Serial No. _______, are
subject to a general license and the regulations of a licensing state.  Do not remove this label.

CAUTION—RADIOACTIVE MATERIAL—THIS SOURCE CONTAINS RADIUM-226.
DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

___________________

Name of manufacturer or importer

IAC 8/5/92, 4/8/98
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3. Shall not transfer, abandon, or dispose of such source except by transfer to a person authorized
by a license from the agency, the U.S. Nuclear Regulatory Commission, an agreement state or a licens-
ing state to receive the source;

4. Shall store such source, except when the source is being used, in a closed container adequately
designed and constructed to contain americium-241, plutonium, or radium-226 which might otherwise
escape during storage; and

5. Shall not use such source for any purpose other than the calibration of radiation detectors or the
standardization of other sources.

(6) These general licenses do not authorize the manufacture of calibration or reference sources
containing americium-241, plutonium, or radium-226.

h. Reserved.
i. General license for use of radioactive material for certain in vitro clinical or laboratory testing.

The New Drug Provisions of the Federal Food, Drug, and Cosmetic Act also govern the availability
and use of any specific diagnostic drugs in interstate commerce.

(1) A general license is hereby issued to any physician, veterinarian, clinical laboratory or hospital
to receive, acquire, possess, transfer or use, for any of the following stated tests, in accordance with the
provisions of 39.4(22)“i” (2), (3), (4), (5), and (6), the following radioactive materials in prepackaged
units for use in in vitro clinical or laboratory tests not involving internal or external administration of
radioactive material, or the radiation therefrom, to human beings or animals:

1. Carbon-14, in units not exceeding 10 microcuries (370 kBq) each.
2. Cobalt-57, in units not exceeding 10 microcuries (370 kBq) each.
3. Hydrogen-3 (tritium), in units not exceeding 50 microcuries (1.85 MBq) each.
4. Iodine-125, in units not exceeding 10 microcuries (370 kBq) each.
5. Mock iodine-125 reference or calibration sources, in units not exceeding 0.05 microcurie

(1.85 kBq) of iodine-129 and 0.005 microcurie (1.85 Bq) of americium-241 each.
6. Iodine-131, in units not exceeding 10 microcuries (370 kBq) each.
7. Iron-59, in units not exceeding 20 microcuries (740 kBq) each.
8. Selenium-75, in units not exceeding 10 microcuries (370 kBq) each.
(2) No person shall receive, acquire, possess, use or transfer radioactive material pursuant to the

general license established by 39.4(22)“i” (1) until the person has filed an Agency Form “Certificate—
In Vitro Testing with Radioactive Material Under General License” with the agency and received from
the agency a validated copy of the form with certification number assigned.  The physician, veterinari-
an, clinical laboratory or hospital shall furnish the following information on the form and such other
information as may be required by the form:

1. Name and address of the physician, veterinarian, clinical laboratory or hospital;
2. The location of use; and
3. A statement that the physician, veterinarian, clinical laboratory or hospital has appropriate

radiation measuring instruments to carry out in vitro clinical or laboratory tests with radioactive mate-
rial as authorized under the general license in 39.4(22)“i” (1) and that such tests will be performed only
by personnel competent in the use of such instruments and in the handling of the radioactive material.

(3) A person who receives, acquires, possesses or uses radioactive material pursuant to the general
license established by 39.4(22)“i” (1) shall comply with the following:

1. The general licensee shall not possess at any one time, pursuant to the general license in
39.4(22)“i” (1), at any one location of storage or use, a total amount of iodine-125, iodine-131, sele-
nium-75, iron-59, or cobalt-57 in excess of 200 microcuries (7.4 MBq).
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2. The general licensee shall store the radioactive material, until used, in the original shipping
container or in a container providing equivalent radiation protection.

3. The general licensee shall use the radioactive material only for the uses authorized by
39.4(22)“i” (1).

4. The general licensee shall not transfer the radioactive material to a person who is not autho-
rized to receive it pursuant to a license issued by the agency, the U.S. Nuclear Regulatory Commission,
any agreement state or licensing state, nor transfer the radioactive material in any manner other than in
the unopened, labeled shipping container as received from the supplier.

5. The general licensee shall dispose of the mock iodine-125 reference or calibration sources de-
scribed in 39.4(22)“i” (1)“8” as required by 641—subrule 40.70(1).

(4) The general licensee shall not receive, acquire, possess, or use radioactive material pursuant to
39.4(22)“i” (1):

1. Except as prepackaged units which are labeled in accordance with the provisions of an applica-
ble specific license issued pursuant to 39.4(29)“h”  or in accordance with the provisions of a specific
license issued by the U.S. Nuclear Regulatory Commission, any agreement state or licensing state
which authorizes the manufacture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-3
(tritium), iron-59, selenium-75, cobalt-57, or mock iodine-125 to persons generally licensed under
39.4(22)“i” or its equivalent, and

2. Unless one of the following statements, as appropriate, or a substantially similar statement
which contains the information called for in one of the following statements, appears on a label affixed
to each prepackaged unit or appears in a leaflet or brochure which accompanies the package:

� This radioactive material shall be received, acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and only for in vitro clinical or laboratory tests not in-
volving internal or external administration of the material, or the radiation therefrom, to human beings
or animals.  Its receipt, acquisition, possession, use, and transfer are subject to the regulations and a
general license of the U.S. Nuclear Regulatory Commission or of a state with which the Commission
has entered into an agreement for the exercise of regulatory authority.

Name of manufacturer

� This radioactive material shall be received, acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and only for in vitro clinical or laboratory tests not in-
volving internal or external administration of the material, or the radiation therefrom, to human beings
or animals.  Its receipt, acquisition, possession, use and transfer are subject to the regulations and a
general license of a licensing state.

Name of manufacturer

(5) The physician, veterinarian, clinical laboratory or hospital possessing or using radioactive ma-
terial under the general license of 39.4(22)“i” (1) shall report in writing to the agency any changes in
the information furnished in the “Certificate—In Vitro Testing with Radioactive Material Under Gen-
eral License,” Agency Form V.  The report shall be furnished within 30 days after the effective date of
such change.

(6) Any person using radioactive material pursuant to the general license of 39.4(22)“i” (1) is ex-
empt from the requirements of 641—Chapter 40 with respect to radioactive material covered by that
general license, except that such persons using the mock iodine-125 described in 39.4(22)“i” (1)“8”
shall comply with the provisions of 641—subrule 40.70(1) and rules 40.95(136C) and 40.96(136C).
IAC 8/3/94, 4/8/98
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j. Ice detection devices.
(1) A general license is hereby issued to own, receive, acquire, possess, use, and transfer stron-

tium-90 contained in ice detection devices, provided each device contains not more than 50 microcu-
ries (1.85 MBq) of strontium-90 and each device has been manufactured or imported in accordance
with a specific license issued by the U.S. Nuclear Regulatory Commission or each device has been
manufactured in accordance with the specifications contained in a specific license issued by the
agency or an agreement state to the manufacturer of such device pursuant to licensing requirements
equivalent to those in Section 32.61 of 10 CFR Part 32.

(2) Persons who own, receive, acquire, possess, use, or transfer strontium-90 contained in ice
detection devices pursuant to the general license in 39.4(22)“j” (1):

1. Shall, upon occurrence of visually observable damage such as a bend or crack or discoloration
from overheating to the device, discontinue use of the device until it has been inspected, tested for leak-
age and repaired by a person holding a specific license from the U.S. Nuclear Regulatory Commission
or an agreement state to manufacture or service such devices; or shall dispose of the device pursuant to
the provisions of 641—subrule 40.70(1);

2. Shall ensure that all labels affixed to the device at the time of receipt, and which bear a state-
ment which prohibits removal of the labels, are maintained thereon; and

3. Are exempt from the requirements of 641—Chapter 40 except that such persons shall comply
with the provisions of 641—subrule 40.70(1), and rules 40.95(136C) and 40.96(136C).

(3) This general license does not authorize the manufacture, assembly, disassembly or repair of
strontium-90 in ice detection devices.

(4) This general license is subject to the provisions of 641—38.4(136C) to 641—38.5(136C),
39.4(32), 39.4(41), 39.4(51), and 641—39.5(136C).

39.4(23)   Reserved.
39.4(24)   Filing application for specific licenses.
a. Applications for specific licenses shall be filed on a form prescribed by the agency and include

the fee required in 641—subrule 38.8(2).
b. The agency may at any time after the filing of the original application, and before the expira-

tion of the license, require further statements in order to enable the agency to determine whether the
application should be granted or denied or whether a license should be modified or revoked.

c. Each application shall be signed by the applicant or licensee or a person duly authorized to act
for and on the applicant’s or licensee’s behalf.

d. An application for a license may include a request for a license authorizing one or more activi-
ties.

e. In the application, the applicant may incorporate by reference information contained in pre-
vious applications, statements, or reports filed with the agency, provided such references are clear and
specific.

f. Applications and documents submitted to the agency may be made available for public inspec-
tion except that the agency may withhold any document or part thereof from public inspection if disclo-
sure of its content is not required in the public interest and would adversely affect the interest of a per-
son concerned.
IAC 4/8/98
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g. (1)  Each application to possess radioactive materials in unsealed form, on foils or plated
sources, or sealed in glass in excess of the quantities in Appendix G of this chapter, must contain either:

1. An evaluation showing that the maximum dose to a person offsite due to a release of radioac-
tive materials would not exceed 1 rem effective dose equivalent or 5 rems to the thyroid; or

2. An emergency plan for responding to a release of radioactive material.
(2) One or more of the following factors may be used to support an evaluation submitted under

39.4(24)“g” (1)“1” of this subrule:
1. The radioactive material is physically separated so that only a portion could be involved in an

accident;
2. All or part of the radioactive material is not subject to release during an accident because of the

way it is stored or packaged;
3. The release fraction in the respirable size range would be lower than the release fraction shown

in Appendix G due to the chemical or physical form of the material;
4. The solubility of the radioactive material would reduce the dose received;
5. Facility design or engineered safety features in the facility would cause the release fraction to

be lower than shown in Appendix G;
6. Operating restrictions or procedures would prevent a release fraction as large as that shown in

Appendix G; or
7. Other factors appropriated for the specific facility.
(3) An emergency plan for responding to a release of radioactive material submitted under

39.4(24)“g” (1)“2” must include the following information:
1. Facility description.  A brief description of the licensee’s facility and area near the site.
2. Types of accidents.  An identification of each type of radioactive materials accident for which

protective actions may be needed.
3. Classification of accidents.  A classification system for classifying accidents as alerts or site

area emergencies.
4. Detection of accidents.  Identification of the means of detecting each type of accident in a time-

ly manner.
5. Mitigation of consequences.  A brief description of the means and equipment for mitigating the

consequences of each type of accident, including those provided to protect workers onsite, and a de-
scription of the program for maintaining the equipment.

6. Assessment of releases.  A brief description of the methods and equipment to assess releases of
radioactive materials.

7. Responsibilities.  A brief description of the responsibilities of licensee personnel should an
accident occur, including identification of personnel responsible for promptly notifying offsite re-
sponse organizations and the agency; also, responsibilities for developing, maintaining, and updating
the plan.

8. Notification and coordination.  A commitment to and a brief description of the means to
promptly notify offsite response organizations and request offsite assistance, including medical assis-
tance for the treatment of contaminated injured onsite workers when appropriate.  A control point must
be established.  The notification and coordination must be planned so that unavailability of some
equipment will not prevent the notification and coordination.  The licensee shall also commit to notify
the agency immediately after notification of the appropriate offsite response organizations and not lat-
er than one hour after the licensee declares an emergency.

9. Information to be communicated.  A brief description of the types of information of facility
status, radioactive releases, and recommended protective actions, if necessary, to be given to offsite
response organizations and to the agency.
IAC 8/5/92, 4/8/98
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10. Training.  A brief description of the frequency, performance objectives and plans for the train-
ing that the licensee will provide workers on how to respond to an emergency including any special
instructions and orientation tours the licensee would offer to fire, police, medical, and other emergency
personnel.  The training shall familiarize personnel with site-specific emergency procedures.  Also, the
training shall thoroughly prepare site personnel for their responsibilities in the event of accident sce-
narios postulated as most probable for the specific site, including the use of team training for such sce-
narios.

11. Safe shutdown.  A brief description of the means of restoring the facility to a safe condition
after an accident.

12. Exercises.  Provisions for conducting quarterly communications checks with offsite response
organizations and biennial onsite exercises to test response to simulated emergencies.  Quarterly com-
munications checks with offsite response organizations must include the check and update of all neces-
sary telephone numbers.  The licensee shall invite offsite response organizations to participate in the
biennial exercises.  Participation of offsite response organizations in biennial exercises although rec-
ommended is not required.  Exercises must use accident scenarios postulated as most probable for the
specific site and the scenarios shall not be known to most exercise participants.  The licensee shall cri-
tique each exercise using individuals not having direct implementation responsibility for the plan.  Cri-
tiques of exercises must evaluate the appropriateness of the plan, emergency procedures, facilities,
equipment, training of personnel, and overall effectiveness of the response.  Deficiencies found by the
critiques must be corrected.

13. Hazardous chemicals.  A certification that the applicant has met its responsibilities under the
Emergency Planning and Community Right-to-Know Act of 1986, Title III, Pub.L.No. 99-499, if ap-
plicable to the applicant’s activities at the proposed place of use of the radioactive material.

(4) The licensee shall allow the offsite response organizations expected to respond in case of an
accident 60 days to comment on the licensee’s emergency plan before submitting it to the agency.  The
licensee shall provide any comments received within the 60 days to the agency with the emergency
plan.

39.4(25)  General requirements for the issuance of specific licenses.  A license application will be
approved if the agency determines that:

a. The applicant is qualified by reason of training and experience to use the material in question
for the purpose requested in accordance with 641—Chapters 38, 39, 40, 41 and 45 in such a manner as
to minimize danger to public health and safety or property;

b. The applicant’s proposed equipment, facilities, and procedures are adequate to minimize dan-
ger to public health and safety or property;

c. The issuance of the license will not be inimical to the health and safety of the public; and
d. The applicant satisfies any applicable special requirements in 39.4(26), 39.4(27), 39.4(28),

641—41.2(136C), or 641—Chapter 45.
IAC 4/8/98
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e. In the case of an application for a license to receive and possess radioactive material for com-
mercial waste disposal by land burial, or for the conduct of any other activity which the agency deter-
mines will significantly affect the quality of the environment, the agency, before commencement of
construction of the plant or facility in which the activity will be conducted, has concluded, after weigh-
ing the environmental, economic, technical and other benefits against environmental costs and consid-
ering available alternatives, that the action called for is the issuance of the proposed license, with any
appropriate conditions to protect environmental values.  Commencement of construction prior to such
conclusion shall be grounds for denial of a license to receive and possess radioactive material in such
plant or facility.  As used in this paragraph, the term “commencement of construction” means any
clearing of land, excavation, or other substantial action that would adversely affect the environment of
a site.  The term does not mean site exploration, necessary roads for site exploration, borings to deter-
mine foundation conditions, or other preconstruction monitoring or testing to establish background
information related to the suitability of the site or the protection of environmental values.

f. Reserved.
39.4(26)   Financial assurance and record keeping for decommissioning.
a. Each applicant for a specific license authorizing the possession and use of unsealed radioac-

tive material of half-life greater than 120 days and in quantities exceeding 1.0E5
 times the applicable

quantities set forth in Appendix F of 641—Chapter 40 shall submit a decommissioning funding plan as
described in 39.4(26)“e.”   The decommissioning funding plan must also be submitted when a com-
bination of isotopes is involved if R divided by 105

 is greater than 1 (unity rule), where R is defined here
as the sum of the ratios of the quantity of each isotope to the applicable value in Appendix F.

b. Each applicant for a specific license authorizing possession and use of radioactive material of
half-life greater than 120 days and in quantities specified in 39.4(26)“d”  shall either:

(1) Submit a decommissioning funding plan as described in 39.4(26)“e” ; or
(2) Submit a certification that financial assurance for decommissioning has been provided in the

amount prescribed by 39.4(26)“d” using one of the methods described in 39.4(26)“f.”   For an appli-
cant, this certification may state that the appropriate assurance will be obtained after the application has
been approved and the license issued but prior to the receipt of licensed material.  As part of the certifi-
cation, a copy of the financial instrument obtained to satisfy the requirements of 39.4(26)“f”  is sub-
mitted to the agency.

c. (1)  Each holder of a specific license issued on or after July 1, 1993, which is of a type described
in 39.4(26)“a”  or “b,”  shall provide financial assurance for decommissioning in accordance with the
criteria set forth in this subrule.

(2) Each holder of a specific license issued before July 1, 1993, and of a type described in
39.4(26)“a,”  shall submit, on or before July 1, 1993, a decommissioning funding plan or a certification
of financial assurance for decommissioning in an amount at least equal to $750,000 in accordance with
the criteria set forth in this subrule.  If the licensee submits the certification of financial assurance rather
than a decommissioning funding plan at this time, the licensee shall include a decommissioning fund-
ing plan in any application for license renewal.

(3) Each holder of a specific license issued before September 30, 1992, and of a type described in
39.4(36)“b,”  shall submit, on or before July 1, 1993, a certificate of financial assurance for decommis-
sioning or a decommissioning funding plan in accordance with the criteria set forth in this subrule.
IAC 8/3/94, 4/8/98
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d. Table of required amounts of financial assurance for decommissioning by quantity of material.

Greater than 104 but less than or
equal to 105 times the applicable
quantities of Appendix F of 641—Chapter
40 in unsealed form.  (For a combi-
nation of isotopes, if R, as defined
in 39.4(26)“a,” divided by 104 is
greater than 1, but R divided by 105

is less than or equal to 1.) 750,000. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Greater than 103 but less than or equal
to 104 times the applicable quantities
of Appendix F of 641—Chapter 40 in unsealed
form.  (For a combination of isotopes,
if R, as defined in 39.4(26)“a,”  divided
by 103 is greater than 1, but R divided by
104 is less than or equal to 1.) 150,000. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Greater than 1010
 times the applicable

quantities of Appendix F or 641—Chapter 40
in sealed sources or plated foils.  (For
a combination of isotopes, if R, as defined
in 39.4(26)“a,”  divided by 1010 is greater
than 1.) 75,000. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

e. Each decommissioning funding plan must contain a cost estimate for decommissioning and a
description of the method of assuring funds for decommissioning from 39.4(26)“f,”  including means
of adjusting cost estimates and associated funding levels periodically over the life of the facility.

f. Financial assurance for decommissioning must be provided by one or more of the following
methods:

(1) Prepayment.  Prepayment is the deposit prior to the start of operation into an account segre-
gated from licensee assets and outside the licensee’s administrative control of cash or liquid assets such
that the amount of funds would be sufficient to pay decommissioning costs.  Prepayment may be in the
form of a trust, escrow account, government fund, certificate of deposit, or deposit of government se-
curities.

(2) A surety method, insurance, or other guarantee method.  These methods guarantee that decom-
missioning costs will be paid should the licensee default.  A surety method may be in the form of a
surety bond, letter of credit, or line of credit.  A parent company guarantee of funds for decommission-
ing costs based on a financial test may be used if the guarantee and test are as contained in Appendix F
of this chapter.  A parent company guarantee may not be used in combination with other financial
methods to satisfy the requirements of this subrule.  Any surety method or insurance used to provide
financial assurance for decommissioning must contain the following conditions:

1. The surety method or insurance must be open-ended or, if written for a specified term, such as
five years, must be renewed automatically unless 90 days or more prior to the renewal date, the issuer
notifies the agency, the beneficiary, and the licensee of its intention not to renew.  The surety method or
insurance must also provide that the full face amount be paid to the beneficiary automatically prior to
the expiration without proof of forfeiture if the licensee fails to provide a replacement acceptable to the
agency within 30 days after receipt of notification of cancellation.
IAC 8/5/92, 4/8/98
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2. The surety method or insurance must be payable to a trust established for decommissioning
costs.  The trustee and trust must be acceptable to the agency.  An acceptable trustee includes an ap-
propriate state or federal government agency or an entity which has authority to act as a trustee and
whose trust operations are regulated and examined by a federal or state agency.

3. The surety method or insurance must remain in effect until the agency has terminated the li-
cense.

(3) An external sinking fund in which deposits are made at least annually, coupled with a surety
method or insurance, the value of which may decrease by the amount being accumulated in the sinking
fund.  An external sinking fund is a fund established and maintained by setting aside funds periodically
in an account segregated from licensee assets and outside the licensee’s administrative control in
which the total amount of funds would be sufficient to pay decommissioning costs at the time termina-
tion of operation is expected.  An external sinking fund may be in the form of a trust, escrow account,
government fund, certificate of deposit, or deposit of government securities.  The surety or insurance
provisions must be as stated in 39.4(26)“f” (2).

(4) In the case of federal, state, or local government licensees, a statement of intent containing a
cost estimate for decommissioning or an amount based on the table in 39.4(26)“d,”  and indicating that
funds for decommissioning will be obtained when necessary.

g. Each person licensed under this chapter shall keep records of information important to the safe
and effective decommissioning of the facility in an identified location until the license is terminated by
the agency.  If records of relevant information are kept for other purposes, reference to these records
and their locations may be used.  Information the agency considers important to decommissioning con-
sists of:

(1) Records of spills or other unusual occurrences involving the spread of contamination in and
around the facility, equipment, or site.  These records may be limited to instances when contamination
remains after any cleanup procedures or when there is reasonable likelihood that contaminants may
have spread to inaccessible areas as in the case of possible seepage into porous materials such as con-
crete.  These records must include any known information on identification of involved nuclides,
quantities, forms, and concentrations.

(2) As-built drawings and modifications of structures and equipment in restricted areas where ra-
dioactive materials are used, stored, or both, and of locations of possible inaccessible contamination
such as buried pipes which may be subject to contamination.  If required drawings are referenced, each
relevant document need not be indexed individually.  If drawings are not available, the licensee shall
substitute appropriate records of available information concerning these areas and locations.

(3) Records of the cost estimate performed for the decommissioning funding plan or of the amount
certified for decommissioning, and records of the funding method used for assuring funds if either a
funding plan or certification is used.

(4) Except for areas containing only sealed sources (provided the sources have not leaked or no
contamination remains after any leak) or byproduct materials having only half-lives of less than 65
days, a list contained in a single document and updated every two years, of the following:

1. All areas designated as restricted areas as defined under 641—38.2(136C);
2. All areas outside of restricted areas that require documentation under 641—39.4(26)“g” (1);
3. All areas outside of restricted areas where current and previous wastes have been buried as

documented under 641—40.88(136C); and
4. All areas outside of restricted areas which contain material such that, if the license expired, the

licensee would be required to either decontaminate the area to unrestricted release levels or apply for
approval for disposal in accordance with 641—40.71(136C).
IAC 8/3/94, 4/8/98
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39.4(27)  Special requirements for issuance of certain specific licenses for radioactive material.
a. to d.  Reserved.
e. Use of sealed sources in industrial radiography.  In addition to the requirements set forth in

39.4(25), a specific license for use of sealed sources in industrial radiography will be issued if:
(1) The applicant will have an adequate program for training radiographic personnel and submits

to the agency a schedule or description of such program which specifies the:
1. Initial training,
2. Periodic training,
3. On-the-job training, and
4. Means to be used by the licensee to determine the radiographic personnel’s knowledge and

understanding of and ability to comply with agency regulations and licensing requirements, and the
operating and emergency procedures of the applicant.

(2) The applicant has established and submits to the agency satisfactory written operating and
emergency procedures described in 641—Chapter 45.

(3) The applicant will have an internal inspection system adequate to ensure that 641—Chapters
38, 39, 40, 41 and 45, license provisions, and the applicant’s operating and emergency procedures are
followed by radiographic personnel.  The inspection system shall include the performance of internal
inspections at intervals not to exceed three months and the retention of records of such inspections for
two years.

(4) The applicant submits to the agency a description of the overall organizational structure per-
taining to the industrial radiography program, including specified delegations of authority and respon-
sibility for operation of the program.

(5) The applicant who desires to conduct leak tests has established adequate procedures to be fol-
lowed in testing sealed sources for possible leakage and contamination and submits to the agency a
description of such procedures including:

1. Instrumentation to be used,
2. Method of performing tests, and
3. Pertinent experience of the individual who will perform the test.
(6) The licensee shall conduct a program for inspection and maintenance of radiographic expo-

sure devices and storage containers to ensure proper functioning of components important to safety.
39.4(28)   Special requirements for specific licenses of broad scope.  This subrule prescribes re-

quirements for the issuance of specific licenses of broad scope for radioactive material and certain
rules governing holders of such licenses.  Authority to transfer possession or control by the manufac-
turer, processor, or producer of any equipment, device, commodity, or other product containing
by-product material whose subsequent possession, use, transfer, and disposal by all other persons are
exempted from regulatory requirements may be obtained only from the U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555.

a. The different types of broad scope licenses are set forth below:
(1) A “Type A specific license of broad scope” is a specific license authorizing receipt, acquisi-

tion, ownership, possession, use and transfer of any chemical or physical form of the radioactive mate-
rial specified in the license, but not exceeding quantities specified in the license, for any authorized
purpose.  The quantities specified are usually in the multicurie range.
IAC 8/5/92, 4/8/98
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(2) A “Type B specific license of broad scope” is a specific license authorizing receipt, acquisi-
tion, ownership, possession, use and transfer of any chemical or physical form of radioactive material
specified in Appendix D of this chapter, for any authorized purpose.  The possession limit for a Type B
license of broad scope, if only one radionuclide is possessed thereunder, is the quantity specified for
that radionuclide in Appendix D, Column I.  If two or more radionuclides are possessed thereunder, the
possession limit for each is determined as follows:  for each radionuclide, determine the ratio of the
quantity possessed to the applicable quantity specified in Appendix D, Column I, for that radionuclide.
The sum of the ratios for all radionuclides possessed under the license shall not exceed unity.

(3) A “Type C specific license of broad scope” is a specific license authorizing receipt, acquisi-
tion, ownership, possession, use, and transfer of any chemical or physical form of radioactive material
specified in Appendix D of this chapter, for any authorized purpose.  The possession limit for a Type C
license of broad scope, if only one radionuclide is possessed thereunder, is the quantity specified for
that radionuclide in Appendix D, Column II.  If two or more radionuclides are possessed thereunder,
the possession limit is determined for each as follows:  for each radionuclide, determine the ratio of the
quantity possessed to the applicable quantity specified in Appendix D, Column II, for that radionu-
clide.  The sum of the ratios for all radionuclides possessed under the license shall not exceed unity.

b. An application for a Type A specific license of broad scope will be approved if:
(1) The applicant satisfies the general requirements specified in 39.4(25);
(2) The applicant has engaged in a reasonable number of activities involving the use of radioactive

material; and
(3) The applicant has established administrative controls and provisions relating to organization

and management, procedures, record keeping, material control and accounting, and management re-
view that are necessary to ensure safe operations, including:

1. The establishment of a radiation safety committee composed of such persons as a radiation
safety officer, a representative of management, and persons trained and experienced in the safe use of
radioactive material;

2. The appointment of a radiation safety officer who is qualified by training and experience in
radiation protection, and who is available for advice and assistance on radiation safety matters; and

3. The establishment of appropriate administrative procedures to ensure:
� Control of procurement and use of radioactive material;
� Completion of safety evaluations of proposed uses of radioactive material which take into con-

sideration such matters as the adequacy of facilities and equipment, training and experience of the user,
and the operating or handling procedures; and

� Review, approval, and recording by the radiation safety committee of safety evaluations of pro-
posed uses prepared in accordance with 39.4(28)“b” (3)“3” prior to use of the radioactive material.

c. An application for a Type B specific license of broad scope will be approved if:
(1) The applicant satisfies the general requirements specified in 39.4(25); and
(2) The applicant has established administrative controls and provisions relating to organization

and management, procedures, record keeping, material control and accounting, and management re-
view that are necessary to ensure safe operations, including:

1. The appointment of a radiation safety officer who is qualified by training and experience in
radiation protection, and who is available for advice and assistance on radiation safety matters, and

2. The establishment of appropriate administrative procedures to ensure:
� Control of procurement and use of radioactive material;
� Completion of safety evaluations of proposed uses of radioactive material which take into con-

sideration such matters as the adequacy of facilities and equipment, training and experience of the user,
and the operating or handling procedures; and

� Review, approval, and recording by the radiation safety officer of safety evaluations of proposed
uses prepared in accordance with 39.4(28)“c” (2)“2” prior to use of the radioactive material.
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d. An application for a Type C specific license of broad scope will be approved if:
(1) The applicant satisfies the general requirements specified in 39.4(25).
(2) The applicant submits a statement that radioactive material will be used only by, or under the

direct supervision of, individuals who have received:
1. A college degree at the bachelor level, or equivalent training and experience, in the physical or

biological sciences or in engineering; and
2. At least 40 hours of training and experience in the safe handling of radioactive material, and in

the characteristics of ionizing radiation, units of radiation dose and quantities, radiation detection in-
strumentation, and biological hazards of exposure to radiation appropriate to the type and forms of ra-
dioactive material to be used.

(3) The applicant has established administrative controls and provisions relating to procurement
of radioactive material, procedures, record keeping, material control and accounting, and management
review necessary to ensure safe operations.

e. Specific licenses of broad scope are subject to the following conditions:
(1) Unless specifically authorized, persons licensed pursuant to 39.4(28) shall not:
1. Conduct tracer studies in the environment involving direct release of radioactive material;
2. Receive, acquire, own, possess, use, or transfer devices containing 100,000 curies (3.7 PBq) or

more of radioactive material in sealed sources used for irradiation of materials;
3. Conduct activities for which a specific license issued by the agency under 39.4(27), 39.4(29)

or 641—41.2(136C) is required; or
4. Add or cause the addition of radioactive material to any food, beverage, cosmetic, drug, or oth-

er product designed for ingestion or inhalation by, or application to, a human being.
(2) Each Type A specific license of broad scope issued under this chapter shall be subject to the

condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals approved by the licensee’s radiation safety committee.

(3) Each Type B specific license of broad scope issued under this chapter shall be subject to the
condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals approved by the licensee’s radiation safety officer.

(4) Each Type C specific license of broad scope issued under this chapter shall be subject to the
condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals who satisfy the requirements of 39.4(28)“d.”

39.4(29)  Special requirements for a specific license to manufacture, assemble, repair, or distribute
commodities, products, or devices which contain radioactive material.

a. Licensing the introduction of radioactive material into products in exempt concentrations.
(1) In addition to the requirements set forth in 39.4(25), a specific license authorizing the introduc-

tion of radioactive material into a product or material owned by or in the possession of the licensee or
another to be transferred to persons exempt under 39.4(3)“a” (1) will be issued if:

1. The applicant submits a description of the product or material into which the radioactive mate-
rial will be introduced, intended use of the radioactive material and the product or material into which it
is introduced, method of introduction, initial concentration of the radioactive material in the product or
material, control methods to ensure that no more than the specified concentration is introduced into the
product or material, estimated time interval between introduction and transfer of the product or materi-
al, and estimated concentration of the radioactive material in the product or material at the time of
transfer; and
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2. The applicant provides reasonable assurance that the concentrations of radioactive material at
the time of transfer will not exceed the concentrations in Appendix A of this chapter, that reconcentra-
tion of the radioactive material in concentrations exceeding those in Appendix A is not likely, that use
of lower concentrations is not feasible, and that the product or material is not likely to be incorporated
in any food, beverage, cosmetic, drug or other commodity or product designed for ingestion or inhala-
tion by, or application to, a human being.

(2) Each person licensed under 39.4(29)“a” shall file an annual report with the agency which
shall identify the type and quantity of each product or material into which radioactive material has been
introduced during the reporting period; name and address of the person who owned or possessed the
product or material, into which radioactive material has been introduced, at the time of introduction;
the type and quantity of radionuclide introduced into each such product or material; and the initial con-
centrations of the radionuclide in the product or material at time of transfer of the radioactive material
by the licensee.  If no transfers of radioactive material have been made pursuant to 39.4(29)“a”  during
the reporting period, the report shall so indicate.  The report shall cover the year ending June 30, and
shall be filed within 30 days thereafter.

b. Licensing the distribution of radioactive material in exempt quantities.  Authority to transfer
possession or control by the manufacturer, processor, or producer of any equipment, device, commodi-
ty, or other product containing by-product material whose subsequent possession, use, transfer, and
disposal by all other persons are exempted from regulatory requirements may be obtained only from
the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

(1) An application for a specific license to distribute NARM to persons exempted from these rules
pursuant to 39.4(3)“b”  will be approved if:

1. The radioactive material is not contained in any food, beverage, cosmetic, drug, or other com-
modity designed for ingestion or inhalation by, or application to, a human being;

2. The radioactive material is in the form of processed chemical elements, compounds, mixtures,
tissue samples, bioassay samples, counting standards, plated or encapsulated sources, or similar sub-
stances identified as radioactive and to be used for its radioactive properties, but is not incorporated
into any manufactured or assembled commodity, product, or device intended for commercial distribu-
tion; and

3. The applicant submits copies of prototype labels and brochures and the agency approves such
labels and brochures.

(2) The license issued under 39.4(29)“b” (1) is subject to the following conditions:
1. No more than ten exempt quantities shall be sold or transferred in any single transaction.  How-

ever, an exempt quantity may be composed of fractional parts of one or more of the exempt quantity
provided the sum of the fractions shall not exceed unity.

2. Each exempt quantity shall be separately and individually packaged.  No more than ten such
packaged exempt quantities shall be contained in any outer package for transfer to persons exempt pur-
suant to 39.4(3)“b.”   The outer package shall be such that the dose rate at the external surface of the
package does not exceed 0.5 millirem (5 mSv) per hour.

3. The immediate container of each quantity or separately packaged fractional quantity of radio-
active material shall bear a durable, legible label which:

� Identifies the radionuclide and the quantity of radioactivity, and bears the words “Radioactive
Material.”

4. In addition to the labeling information required by 39.4(29)“b” (2)“3,” the label affixed to the
immediate container, or an accompanying brochure, shall:

� State that the contents are exempt from licensing state requirements,
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� Bear the words “Radioactive Material—Not for Human Use—Introduction into Foods, Bever-
ages, Cosmetics, Drugs, or Medicinals, or into Products Manufactured for Commercial Distribution is
Prohibited—Exempt Quantities Should Not Be Combined,” and

� Set forth appropriate additional radiation safety precautions and instructions relating to the han-
dling, use, storage, and disposal of the radioactive material.

(3) Each person licensed under 39.4(29)“b”  shall maintain records identifying, by name and ad-
dress, each person to whom radioactive material is transferred for use under 39.4(3)“b” or the equiva-
lent regulations of a licensing state, and stating the kinds and quantities of radioactive material trans-
ferred.  An annual summary report stating the total quantity of each radionuclide transferred under the
specific license shall be filed with the agency.  Each report shall cover the year ending June 30, and
shall be filed within 30 days thereafter.  If no transfers of radioactive material have been made pursuant
to 39.4(29)“b”  during the reporting period, the report shall so indicate.

c. Licensing the incorporation of naturally occurring and accelerator-produced radioactive ma-
terial into gas and aerosol detectors.  An application for a specific license authorizing the incorporation
of NARM into gas and aerosol detectors to be distributed to persons exempt under 39.4(3)“c” (3) will
be approved if the application satisfies requirements equivalent to those contained in Section 32.26 of
10 CFR Part 32.  The maximum quantity of radium-226 in each device shall not exceed 0.1 microcurie
(3.7 kBq).

d. Licensing the manufacture and distribution of devices to persons generally licensed under
39.4(22)“d.”

(1) An application for a specific license to manufacture or distribute devices containing radioac-
tive material, excluding special nuclear material, to persons generally licensed under 39.4(22)“d”  or
equivalent regulations of the U.S. Nuclear Regulatory Commission, an agreement state, or a licensing
state will be approved if:

1. The applicant satisfies the general requirements of 39.4(25);
2. The applicant submits sufficient information relating to the design, manufacture, prototype

testing, quality control, labels, proposed uses, installation, servicing, leak testing, operating and safety
instructions, and potential hazards of the device to provide reasonable assurance that:

� The device can be safely operated by persons not having training in radiological protection,
� Under ordinary conditions of handling, storage, and use of the device, the radioactive material

contained in the device will not be released or inadvertently removed from the device, and it is unlikely
that any person will receive in any period of 1 calendar quarter a dose in excess of 10 percent of the
limits specified in 641—40.15(136C), and

� Under accident conditions such as fire and explosion associated with handling, storage, and use
of the device, it is unlikely that any person would receive an external radiation dose or dose commit-
ment in excess of the following organ doses:

Whole body; head and trunk; active blood-forming
organs; gonads; or lens
of eye 15 rems (150 mSv). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Hands and forearms; feet and ankles; localized
areas of skin averaged
over areas no larger
than 1 square centimeter 200 rems (2 Sv). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Other organs 50 rems (500 mSv). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
IAC 8/3/94, 4/8/98
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3. Each device bears a durable, legible, clearly visible label or labels approved by the agency,
which contains in a clearly identified and separate statement:

� Instructions and precautions necessary to ensure safe installation, operation, and servicing of the
device.  Documents such as operating and service manuals may be identified in the label and used to
provide this information;

� The requirement, or lack of requirement, for leak testing, or for testing any “on-off” mechanism
and indicator, including the maximum time interval for such testing, and the identification of radioac-
tive material by isotope, quantity of radioactivity, and date of determination of the quantity; and

� The information called for in one of the following statements, as appropriate, in the same or sub-
stantially similar form:

The receipt, possession, use, and transfer of this device, Model ______, Serial No. ______,
(the model, serial number, and name of the manufacturer or distributor may be omitted from
this label provided the information is elsewhere specified in labeling affixed to the device)
are subject to a general license or the equivalent and the chapter of the U.S. Nuclear Regula-
tory Commission or a state with which the U.S. Nuclear Regulatory Commission has entered
into an agreement for the exercise of regulatory authority.  This label shall be maintained on
the device in a legible condition.  Removal of this label is prohibited.

CAUTION—RADIOACTIVE MATERIAL
_______________________________
Name of manufacturer or distributor

The receipt, possession, use, and transfer of this device, Model ______, Serial No. ______,
are subject to a general license or the equivalent, and the regulations of a licensing state.  This
label shall be maintained on the device in a legible condition.  Removal of this label is pro-
hibited.

CAUTION—RADIOACTIVE MATERIAL
_______________________________
Name of manufacturer or distributor

(2) In the event the applicant desires that the device be required to be tested at intervals longer than
six months, either for proper operation of the “on-off” mechanism and indicator, if any, or for leakage
of radioactive material or for both, the applicant shall include in the application sufficient information
to demonstrate that such longer interval is justified by performance characteristics of the device or sim-
ilar devices and by design features which have a significant bearing on the probability or consequences
of leakage of radioactive material from the device or failure of the “on-off” mechanism and indicator.
In determining the acceptable interval for the test for leakage of radioactive material, the agency will
consider information which includes, but is not limited to:

1. Primary containment or source capsule;
2. Protection of primary containment;
3. Method of sealing containment;
4. Containment construction materials;
5. Form of contained radioactive material;

IAC 8/5/92, 4/8/98
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6. Maximum temperature withstood during prototype tests;
7. Maximum pressure withstood during prototype tests;
8. Maximum quantity of contained radioactive material;
9. Radiotoxicity of contained radioactive material; and
10. Operating experience with identical devices or similarly designed and constructed devices.
(3) In the event the applicant desires that the general licensee under 39.4(22)“d,”  or under equiva-

lent regulations of the U.S. Nuclear Regulatory Commission, an agreement state, or a licensing state be
authorized to install the device, collect the sample to be analyzed by a specific licensee for leakage of
radioactive material, service the device, test the “on-off” mechanism and indicator, or remove the de-
vice from installation, the applicant shall include in the application written instructions to be followed
by the general licensee, estimated calendar quarter doses associated with such activity or activities, and
bases for such estimates.  The submitted information shall demonstrate that performance of such activ-
ity or activities by an individual untrained in radiological protection, in addition to other handling, stor-
age, and use of devices under the general license, is unlikely to cause that individual to receive a calen-
dar quarter dose in excess of 10 percent of the limits specified in 641—40.15(136C).

(4) Each person licensed under 39.4(29)“d”  to distribute devices to generally licensed persons
shall:

1. Furnish a copy of the general license contained in 39.4(22)“d” to each person to whom that
person directly or through an intermediate person transfers radioactive material in a device for use pur-
suant to the general license contained in 39.4(22)“d” ;

2. Furnish a copy of the general license contained in the U.S. Nuclear Regulatory Commission’s,
agreement state’s, or licensing state’s regulation equivalent to 39.4(22)“d,”  or alternatively, furnish a
copy of the general license contained in 39.4(22)“d” to each person to whom that person directly or
through an intermediate person transfers radioactive material in a device for use pursuant to the general
license of the U.S. Nuclear Regulatory Commission, the agreement state, or the licensing state.  If a
copy of the general license in 39.4(22)“d”  is furnished to such a person, it shall be accompanied by a
note explaining that the use of the device is regulated by the U.S. Nuclear Regulatory Commission,
agreement state, or licensing state under requirements substantially the same as those in 39.4(22)“d” ;

3. Report to the agency all transfers of such devices to persons for use under the general license in
39.4(22)“d.”  Such report shall identify each general licensee by name and address, an individual by
name and position who may constitute a point of contact between the agency and the general licensee,
the type and model number of device transferred, and the quantity and type of radioactive material con-
tained in the device.  If one or more intermediate persons will temporarily possess the device at the
intended place of use prior to its possession by the user, the report shall include identification of each
intermediate person by name, address, contact, and relationship to the intended user.  If no transfers
have been made to persons generally licensed under 39.4(22)“d”  during the reporting period, the re-
port shall so indicate.  The report shall cover each calender quarter and shall be filed within 30 days
thereafter;

4. Furnish reports to other agencies.
� Report to the U.S. Nuclear Regulatory Commission all transfers of such devices to persons for

use under the U.S. Nuclear Regulatory Commission general license in Section 31.5 of 10 CFR Part 31.
� Report to the responsible state agency all transfers of devices manufactured and distributed pur-

suant to 39.4(29)“d”  for use under a general license in that state’s regulations equivalent to
39.4(22)“d.”
IAC 8/3/94, 4/8/98
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� Such reports shall identify each general licensee by name and address, an individual by name and
position who may constitute a point of contact between the agency and the general licensee, the type
and model of the device transferred, and the quantity and type of radioactive material contained in the
device.  If one or more intermediate persons will temporarily possess the device at the intended place of
use prior to its possession by the user, the report shall include identification of each intermediate person
by name, address, contact, and relationship to the intended user.  The report shall be submitted within
30 days after the end of each calendar quarter in which such a device is transferred to the generally
licensed person.

� If no transfers have been made to U.S. Nuclear Regulatory Commission licensees during the re-
porting period, this information shall be reported to the U.S. Nuclear Regulatory Commission.

� If no transfers have been made to general licensees within a particular state during the reporting
period, this information shall be reported to the responsible state agency upon request of that agency;
and

5. Keep records showing the name, address, and the point of contact for each general licensee to
whom the person directly or through an intermediate person transfers radioactive material in devices
for use pursuant to the general license provided in 39.4(22)“d,”  or equivalent regulations of the U.S.
Nuclear Regulatory Commission, an agreement state, or a licensing state.  The records shall show the
date of each transfer, the radionuclide and the quantity of radioactivity in each device transferred, the
identity of any intermediate person, and compliance with the report requirements of 39.4(29)“d” (4).

e. Special requirements for the manufacture, assembly, or repair of luminous safety devices for
use in aircraft.  An application for a specific license to manufacture, assemble, or repair luminous safe-
ty devices containing tritium or promethium-147 for use in aircraft, for distribution to persons general-
ly licensed under 39.4(22)“e,”  will be approved if:

(1) The applicant satisfies the general requirements specified in 39.4(25); and
(2) The applicant satisfies the requirements of Sections 32.53, 32.54, 32.55, 32.56, and 32.101 of

10 CFR Part 32, or their equivalent.
f. Special requirements for license to manufacture calibration sources containing ameri-

cium-241, plutonium or radium-226 for distribution to persons generally licensed under 39.4(22)“g.”
An application for a specific license to manufacture calibration and reference sources containing amer-
icium-241, plutonium or radium-226 to persons generally licensed under 39.4(22)“g”  will be ap-
proved if:

(1) The applicant satisfies the general requirements of 39.4(25); and
(2) The applicant satisfies the requirements of Sections 32.57, 32.58, 32.59, and 32.102 of 10 CFR

Part 32 and Section 70.39 of 10 CFR Part 70, or their equivalent.
g. Reserved.
h. Manufacture and distribution of radioactive material for certain in vitro clinical or laboratory

testing under general license.  An application for a specific license to manufacture or distribute radio-
active material for use under the general license of 39.4(22)“i”  will be approved if:

(1) The applicant satisfies the general requirements specified in 39.4(25).
(2) The radioactive material is to be prepared for distribution in prepackaged units of:
1. Carbon-14 in units not exceeding 10 microcuries (370 kBq) each.
2. Cobalt-57 in units not exceeding 10 microcuries (370 kBq) each.
3. Hydrogen-3 (tritium) in units not exceeding 50 microcuries (1.85 MBq) each.
4. Iodine-125 in units not exceeding 10 microcuries (370 kBq) each.
5. Mock iodine-125 in units not exceeding 0.05 microcurie (1.85 kBq) of iodine-129 and 0.005

microcurie (185 Bq) of americium-241 each.
IAC 8/5/92, 4/8/98
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6. Iodine-131 in units not exceeding 10 microcuries (370 kBq) each.
7. Iron-59 in units not exceeding 20 microcuries (740 kBq) each.
8. Selenium-75 in units not exceeding 10 microcuries (370 kBq) each.
(3) Each prepackaged unit bears a durable, clearly visible label:
1. Identifying the radioactive contents as to chemical form and radionuclide, and indicating that

the amount of radioactivity does not exceed 10 microcuries (370 kBq) of iodine-125, iodine-131, car-
bon-14, cobalt-57, or selenium-75; 50 microcuries (1.85 MBq) of hydrogen-3 (tritium); 20 microcu-
ries (740 kBq) of iron-59; or mock iodine-125 in units not exceeding 0.05 microcurie (1.85 kBq) of
iodine-129 and 0.005 microcurie (185 Bq) of americium-241 each; and

2. Displaying the radiation caution symbol described in 641—subrule 40.60(1) and the words,
“CAUTION—RADIOACTIVE MATERIAL,” and “Not for Internal or External Use in Humans or
Animals.”

(4) One of the following statements, as appropriate, or a substantially similar statement which
contains the information called for in one of the following statements, appears on a label affixed to each
prepackaged unit or appears in a leaflet or brochure which accompanies the package:

1. This radioactive material may be received, acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and only for in vitro clinical or laboratory tests not in-
volving internal or external administration of the material, or the radiation therefrom, to human beings
or animals.  Its receipt, acquisition, possession, use, and transfer are subject to the regulations and a
general license of the U.S. Nuclear Regulatory Commission or of a state with which the Commission
has entered into an agreement for the exercise of regulatory authority.

Name of manufacturer

2. This radioactive material may be received, acquired, possessed, and used only by physicians,
veterinarians, clinical laboratories or hospitals and only for in vitro clinical or laboratory tests not in-
volving internal or external administration of the material, or the radiation therefrom, to human beings
or animals.  Its receipt, acquisition, possession, use, and transfer are subject to the regulations and a
general license of a licensing state.

Name of manufacturer

(5) The label affixed to the unit, or the leaflet or brochure which accompanies the package, con-
tains adequate information as to the precautions to be observed in handling and storing such radioac-
tive material.  In the case of the mock iodine-125 reference or calibration source, the information ac-
companying the source must also contain directions to the licensee regarding the waste disposal
requirements set out in 641—subrule 40.70(1).
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